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upseitinb
Prostatic ypmropn'y (BPH) ;
ingredients that have been found to r
and even POSTPONE the onset of B
Sercnoa Repens, Pygeum Africanum, Zinc
to relieve the nagging symproms of an enia g prosx ...... as well as contrib
sexual performance.”

2. A brochure "THE TPros REPORT Information about the treatment and prevention of
prostate disorders” states: "POWERFUL NEW WEAPON AGAINST PROSTATE
PROBLEMS DELIVERS SAFE, EFFECTIVE AND NATURAL RELIEF."; "TPros is a safe and

effective compound that can help relieve eniarged prostate symptoms without resorting to
expensive prescription drugs with unwanted side effects.”; *...Serenoa Repens has aiso been
thought to be an aphrodisiac."; "Pygeum helps ease prostate inflammation and has aiso been
credited with contributing to improved sexual performance.”; "...Zinc Picolinate and Vitamin B6

help combat the adverse effects of too much prolactin...it can contribute to the development of
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tumors in the prostate.”; and "The Nettie Roo

prostate...".

t Extract inhibits the membrane activity of the

3. Aleaflet "In case you've decided to wait...here's some important advice from Dr.
Mutter” states: "TPROS addresses the 3 most important issues for you: #1: Relief (and possibie
remission) from enlarged prostate problems. #2 Prevention of prostate difficulty in the first place.
#3 Improved sexual performance."

4. An order form "TPros YOUR GUARANTEE OF SATISFACTION" states: "TPROS
is a safe, effective formula containing a unique combination of all-natural ingredients designed to
provide relicf from the discomfort and distress of symptoms resulting from an enlarged and
inflamed prostate.”

In 1994, the Dietary Supplements Health and Education Act (DSHEA) was énacted,
which dciined dietary supplements and dietary ingredients; established a new framework for
assuring safety; outlined guidelines for literature display; and provided guidance for literature
displayed where supplements are sold. While DSHEA carefully describes the use of certain
statements in the labeling of dietary supplements, these statements may not include claims for the
diagnosis, prevention, mitigation, treatment, or cure of a specific disease. Products making
disease claims are considered drugs, not dietary supplements.

Because the labeling includes statements which suggest that this product is intended for
use in the cure, mitigation, treatment or prevention of disease, "TPros" is a drug [§ 201(g) of the
Federal Food, Drug, and Cosmetic Act ("the Act")] and subject to the Final Monograph for OTC
Benign Prostatic Hypertrophy drugs (Title 21, Code of Federal Regulations (CFR), Part
310.532). This regulation, which became effective on August 27, 1990, states that there are no
active ingredients that are generally recognized as safe and effective for use as an OTC benign
prostatic hypertrophy drug. TPros is a new drug [§ 201(p) of the Act}, which may not be legally
marketed in the United States unless a new drug application is approved for this drug.

The drug is misbranded [§ 502(a)] because its labeling is false and misleading and suggests
that there is evidence that the drug is safe and effective for its intended uses when in fact this is
not the case. The drug is further mlsbranded [§ 502(f)(1)] because its labeling fails to bear
adequate directions for use.

This letter does not represent a comprehensive review of all the products your firm may
market and distribute. It is your responsibility to ensure that all of your firm's products are in
compliance with all requirements of the Act and its implementing regulations,

You should take prompt action to correct the violations. Failure to promptly correct these
violations may rcsu!t in regulatory action without further notice. This action may include seizure
njt
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Your reply shou

T
Johr R. Pelletier, Secretary
Tarrytown, New York 10591

560 White Plains Road
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